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DETAILED ACTION 

Election/Restrictions 
Claims 7-21 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

Claims 1-21 are pending and claims 1-6 are under consideration. 

Claim Rejections - 35 USC § 112, Maintained 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
forfaiting to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Applicant argues that the amended claim 5 is definite. Since applicant has not 
disputed the Office's interpretation of claim 5 in the previous Office action i.e. "the cells 
being used in claim 5 further limits the cells of the base claim to be cells cultured for 5- 
10 days", the Office still maintains the rejection because the limitation "further" in line 2 
of claim 5 indicates the scope of the claim to be interpreted as two different ways: first is 
that claim 5 is drawn to administration of the specifically made monocytes with the 
specifically recited method steps in claim 5 in addition to the monocytes being 
administered in claim 1 (note the limitation "further comprising" in claim 5); and the 
second -is that the scope of the claim 5 is that the "monocytes" being administered in 
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claim 1 is prepared by the method step in claim 5. In other words, there is no additional 
monocytes in claim 5. 

Claim Rejections - 35 USC § 103, Maintained 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2, and 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bartoleyns et al (IDS, Immunobiology, 1996, vol. 195, pages 550-562). 

Claims 1 , 2, and 4-6 are drawn to method of treating cancer using monocyte 
derived cells and chemotherapy, wherein the monocyte derived cells and chemotherapy 
administered simultaneously (claim 2), in injection form (claim 4), the monocyte derived 
cells are cultured for 5-10 days (claims 5 and 6). 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bartoleyns et al (IDS, Immunobiology, 1996, vol. 195, pages 550-562) as applied to 
claim 1 above, and further in view of Gehl et al (Seminars in Oncology, vol. 23, No. 6, 
Supp 15, December 1966, pages 35-38). 

Claim 3 is drawn to method of cancer treatment using monocyte derived cell and 
various art-known chemotherapeutic agents, and taxol being one of them. 



Application/Control Number: 10/622,727 Page 4 

Art Unit: 1642 

Response to Arguments 

The declaration under 37 CFR 1 .132 filed 03/02/2007 is insufficient to overcome 
the rejection of claims based upon Claims 1 , 2, and 4-6 as set forth in the last Office 
action. Applicant's argument along with Dr. Dupuy's declaration have been fully 
considered but found unpersuasive for the following reasons: 

Applicant argues "In a preferred embodiment, the two active ingredients are 
administered simultaneously and are in the form of an injectable solution". This 
argument has been fully considered but not persuasive because the argument is not 
commensurate in scope of claims. Only claim 2, the two active ingredients are 
administered simultaneously, only claim 4 is, the two active ingredients in the form of an 
injectable solution. No claim says "the two active ingredients are administered 
simultaneously and are in the form of an injectable solution" 

Applicant reviews what Bartoleyns et al., teach at page 8 of the remark section, 
and then at the last paragraph at page 8 argues that "This article does not disclose any 
therapy including the administration in a patient of an effective amount of monocyte 
derived cells (i.e., a cell distinct from activated macrophages) and an effective amount 
of chemotherapy drugs as recited in claim 1'. This argument has been fully considered 
but found unpersuasive because the data used in Dr. Dupuy's declaration under 37 
CFR 1.132 filed 03/02/2007 also uses activated macrophages as the monocyte derived 
cells. Note the paragraph bridging pages 2-3 the declaration. 

Applicant further argues that "There would be no motivation to modify 
BARTHOLEYNS to arrive at the recited method. When reading the article of 
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BARTHOLEYNS, a person skilled in the art of treating cancer would immediately think 
about the apparent contradiction of administering a cellular preparation (e.g. monocyte 
derived cells) along with a treatment designed to limit or stop the cell-life (e.g. 
chemotherapy). Indeed, one would expect chemotherapy to limit growth or kill the 
monocyte derived cells. Therefore, the general assertion made in the Official Action 
does not constitute a serious motivation for combining chemotherapy and cellular 
therapy as claimed in the present invention." These arguments have been fully 
considered but found unpersuasive because Bartoleyns et al., teach method of treating 
cancer using monocyte derived cells (i.e. activated macrophages, note Table 1 at page 
553), and also suggest reducing tumor burden by chemotherapy prior to administration 
of the immunotherapy (i.e. macrophage). Note the instant claims 1-6 are not limited to 
administration conditions (10 9 MAK cells and 1.0mmh MDX-H210 are mixed and 
administered) set forth in Dr. Dupuy's declaration. Therefore, this argument is 
considered as arguing limitation not present in the claims, because if tumor, reducing 
tumor burden before immunotherapy would in of the immune response against 
established tumor might only be successful the immune response against established 
tumor might only be successful. The specification does not define the scope of the 
limitation "simultaneously". The specification as originally filed does not define the 
limitation to be the same condition as in Dr. Dupuy's declaration. As for claim 4, the 
injectable form could be in separate vials instead of the mixed condition in Dr. Dupuy's 
declaration. 
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Applicant also argues that "the combination of macrophages and cisplatin allows 
suppressing the cells resistance to the chemotherapeutic drug. This is surprising 
because of the possible cytotoxic effect of cisplatin on the macrophages themselves, 
which was not observed the conditions of the invention. Furthermore, the combination of 
chemotherapeutic drugs and activated macrophages allows to solve the acute problem 
of drug resistance in cancer treatment by chemotherapy." These arguments have been 
fully considered but found unpersuasive, because the argument with the combination of 
macrophages and cisplatin is not commensurate in scope of the claims because the 
scope is much broader and it is not applicable to the genus of the claimed invention. As 
for argument with "drug resistance", applicant is arguing a limitation not present in the 
claims. One of ordinary skill would be motivated to use monocyte derived cells (i.e. 
activated macrophages) in combination with other art-known chemotherapy with a 
reasonable expectation of success for cancer therapy since the efficacy of monocyte 
derived cells is taught in Bartoleyns et al.„ and Bartoleyns et al., suggest chemotherapy 
to reduce the tumor burden for stimulation of immune response by monocyte derived 
cells. 

As for claim 3, applicant argues that "a person skilled in the art would not have 
combined the teachings of BARTHOLEYNS and a chemotherapy drug, such as those of 
GEHL, for treating cancer". This argument has been fully considered but found 
unpersuasive because one of ordinary skill would be motivated to use monocyte derived 
cells (i.e. activated macrophages) in combination with taxol with a reasonable 
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expectation of success for cancer therapy since the efficacy of monocyte derived cells is 
taught in Bartoleyns et al., and Bartoleyns et al., suggest chemotherapy to reduce the 
tumor burden for stimulation of immune response by monocyte derived cells, and Gehl 
et al teach that taxol is well known chemotherapeutic agent. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU whose telephone number is 571-272-0839. 
The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
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